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RE : 21 CFR PARTS 207.607 and 807
,?

We have just received a copy of Proposed Rules (FDA 21 CFR Parts 207, 607,807)
Foreign Establishments registration and listing,

We wonder first of all whether the proposed Rules have been meantime approved.

Secondly, we would like to submit to your attention our proposal concerning the so called
Agent:
we have for commercial  reasons different distributors for different products and even
different distributors for the same product.
Under such circumstance  we woufd like to maintain this scheme as in fact it would be
detrimental for our interests to name for a certain product as Agent one Distributor which is

a competitor to the other Distributor for same product,

We would therefore like to indicate to the FDA which is our Agent for each individual
product and for each individual US customer. In such a way, the FDA would know exactly
to whom address its inquiries or requests for information.

We do hope that this proposal can be acceptable by the FDA, and we should be grateful
for your kind confirmation.
Our fax number is the following : 0039-02-9690643.

Kindest regards,

Anna Volante
Q.A. & Regulatory Affairs Manager


